California Medical Device <&
Recall Information

Recall Name

Merit Medical Systems Recalls Custom Procedural Trays/Kits
Containing 1% Lidocaine HCI Injection, USP, 10 mg/mL
Due to Oxidized Stainless Steel Particulate

Recall Date Product Description Recalling Firm Recall Reason

09/30/13 Custom Procedural Trays or Kits | Merit Medical The recalled Custom

containing: Systems, Inc. Procedural Trays or Kits
Chester, VA contain a lot of 1%
1% Lidocaine HCI Injection, Lidocaine HCI Injection
USP, 10 mg/mL that has been recalled
due to the presence of
Lot # 25-090-DK particulates identified as

oxidized stainless steel.
[Manufactured by Hospira, Inc.
(Lake Forest, IL)] The presence of
particulate in injections
can result in life
threatening complications.

Recall Product Identification Distribution Affected Dates
Class
I Affected Merit Medical Lot Nationwide Manufactured from
Numbers for Custom Procedural
Trays or Kits April 29, 2013 through

August 20, 2013
Distributed from

April 30, 2013 through
September 20, 2013

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm389080.htm
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